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April 6, 1999

Dockets Management Branch (HFA-305)
Food and Drug Administration
5630 Fishers Lane, Room 1061
Rockville, MD 20852

RE: Docket No. 98N-0826
Use on Dietary Supplements
of Health Claims Based on Authoritative Statements

These comments are submitted by the Council for Responsible Nutrition (CRN), a trade
association of the dietary supplement industry. CRN was formed in 1973 and
represents approximately 100 manufacturers who together produce a large fraction of
the dietary supplements available in the mass market, through the health food trade, and
by mail order or direct sales. CRN’S members include suppliers of bulk ingredients of
dietary supplements as well as manufacturers of finished products. The membership
encompasses manufacturers of private label products as well as national brands.

In the above-referenced docket, the Food and Drug Administration (FDA) proposes to
extend to dietary supplements the right to make health claims based on authoritative
statements. The Food and Drug Administration Modernization Act of 1997 (FDAMA)
permitted such claims for conventioml foods. By its action, FDA creates a level
playing field for FDAMA health claims, for dietary supplements and for conventional
foods. CRN filly supports the appropriateness of a level playing field where health
claims are concerned and thus supports the FDA proposal.

CRN has a number of reservations regarding FDA’s precise interpretation of the
conditions under which FDAMA health claims may be made, and many of these
reservations were set forth in our comments on FDA’s response to the Weider
notifications. We anticipate that FDA will respond to these larger issues when the
agency proposes implementing regulations for sections 303 and 304 of FDAMA, and
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we look forward to the opportunity to comment on the substance of FDA’s
implementation of FDAMA at that time.

Sincerely,

miLA----
Annette Dickinson, Ph.D.
Vice President, Scientific and Regulatory Affairs
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